United States Patent and Trademark Office 


UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 


APPLICATION NO. 

FILING DATE 

FIRST NAMED INVENTOR 

ATTORNEY DOCKET NO. 

CONFIRMATION NO. 

09/714,351 

11/16/2000 

Ari Ayalon 

1662/50302 

6513 


26646 7590 

KENYON & KENYON 
ONE BROADWAY 
NEW YORK, NY 10004 


EXAMINER 


STOCKTON, LAURA LYNNE 


ART UNIT 


PAPER NUMBER 


1626 

DATE MAILED: 12/30/2004 


Please find below and/or attached an Office communication concerning this application or proceeding. 


PTO-90C (Rev. 10/03) 


Office Action summary 

Application No. 

09/714,351 

Applicant(s) 

AYALON ET AL. 
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Laura L. Stockton, Ph.D. 

Art Unit 

1626 



~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 


Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[X] Responsive to communication(s) filed on 23 September 2004 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1-19 is/are pending in the application. 

4a) Of the above claim(s) 7-15,18 and 19 is/are withdrawn from consideration. 

5) M Claim(s) 2-5 and 17 is/are allowed. 

6) [X] Claim(s) 1, 6 and 16 is/are rejected. 

7) C] Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 19 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. , 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attachment(s) 

1) D Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 > D Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) Q Other: . 


U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 
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DETAILED ACTION 

Claims 1-19 are pending in the application. 

Election/Restrictions 

Applicants' election without traverse of Group I in the response 
filed February 24, 2004 was acknowledged in a previous Office Action. 

The requirement was deemed proper and made FINAL in a 
previous Office Actions. 

Claims 7-15, 18 and 19 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention. 
Election was made without traverse in the response filed 
February 24, 2004. 


In accordance with M.P.E.P. §821.04 and In re Ochiai , 71 F.3d 
1565, 37 USPQ 1 127 (Fed. Cir. 1995), rejoinder of product claims with 
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process claims commensurate in scope with the allowed product claims 
will occur following a finding that the product claims are allowable. 
Until, such time, a restriction between product claims and process claims 
is deemed proper. Additionally, in order to retain the right to rejoinder 
in accordance with the above policy, Applicant is advised that the process 
claims should be amended during prosecution to maintain either 
dependency on the product claims or to otherwise include the limitations 
of the product claims. Failure to do so may result in a loss of the 
right to rejoinder. 

Rejections made in the previous Office Action that do not appear 
below have been overcome by applicants amendments to the claims. 
Therefore, arguments pertaining to these rejections will not be addressed. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 

112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 6 and 16 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the 
invention. 

Claims must, under modern claim practice, stand alone to define an 
invention, and incorporation into claims by express reference to the 
specification is not permitted. Ex parte Fressola , 27 USPQ2d 1608 
(1993). Therefore, claim 1 is indefinite because "Atorvastatin calcium 
Form V" is not defined in the claim. 

Response to Arguments 

Applicants' arguments filed August 16, 2004 have been fully 
considered. Applicants argue that: (1) claims are not read in a vacuum, 
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but instead are read in light of the specification; (2) there is clear 
teaching in the specification of the characteristics that distinguish Form 
V from other forms of atorvastatin; and (3) claim 1 has been amended by 
adding the process steps of making Form V. 

All of Applicants' arguments have been considered but have not 
been found persuasive. Since various forms of atorvastatin exist, it is 
important that the distinguishing characteristics (e.g., X-ray diffraction 
data, 13 C NMR, etc.) not only be present in the specification but also in 
the claims since patent protection is based on the claims, not the 
specification. Further, "Even though product-by-process claims are 
limited by and defined by the process, determination of patentability is 
based on the product itself. The patentability of a product does not 
depend on its method of production. In re Thorpe , 111 F.2d 695, 698, 
227USPQ964, 966 (Fed. Cir. 1985). Also see M.P.E.P. 21 13. 
Therefore, the rejection is deemed proper and is maintained. 
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Allowable Subject Matter 

Claims 2-5 and 17 are allowed over the art of record. 

Conclusion 

Applicants' amendment necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE 
FINAL. See MPEP § 706.07(a). Applicant is reminded of the extension 
of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to 
expire THREE MONTHS from the mailing date of this action. In the 
event a first reply is filed within TWO MONTHS of the mailing date of 
this final action and the advisory action is not mailed until after the end 
of the THREE-MONTH shortened statutory period, then the shortened 
statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) will be calculated from 
the mailing date of the advisory action. In no event, however, will the 
statutory period for reply expire later than SIX MONTHS from the date 
of this final action. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to 
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Laura L. Stockton whose telephone number is (571) 272-0710. The 
examiner can normally be reached on Monday-Friday from 6:15 am to 
2:45 pm. If the examiner is out of the Office, the examiner's supervisor, 
Joseph McKane, can be reached on (571) 272-0699. 

Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. 
Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

The Official fax phone number for the organization where this 
application or proceeding is assigned is (571) 273-8300. 



Laura L. Stockton, Ph.D. 
Patent Examiner 


Art Unit 1626, Group 1620 
Technology Center 1 600 


December 27, 2004 


